Introduction:
deaths), bacterial contamination of vegetable and meat products (human deaths and illnesses) and antifreeze tainted cough syrup in Panama (significant number of deaths).
Continuing into 2008 -2009 ; 1,2 Dioxin detected in pork in Ireland, unintentional handling issues with Spinach and Hamburger Meat in the United States and Europe, Maple Leaf Foods Lysteria contaminated deli meats in Canada (21 Deaths / Court approves $27 Million Settlement -May 2009), Salmonella tainted peanut butter (9 Deaths, 600 + reported illnesses, 1900 products pulled from market, company bankrupt).
The year 2010 produced further food contamination issues. Each of the issues brought significant and sensational media coverage on a global basis. Reactions globally were the same, the product or products associated with the contamination or adulteration were recalled, consumers refused to buy the products after the problems were supposedly corrected, the companies suffered huge losses or went out of business. Law suits proliferated and were settled as quickly as possible, legal actions were taken against those personally responsible; to the extent of execution (hangings, firing squads) and prison. Unfortunately, there was loss of both pet and human life; some times at a rate difficult to quantify due to poor record keeping.
The responses of global governments differed by method, but were all targeted to minimize their population's potential exposure to contaminated / adulterated products whether through purposeful or accidental means. Rules and regulations were examined; strengthened and more detailed enforcement was planned. Various countries reviewed "intended use", additives, process aids, ingredients & process compliance closely against more rigid standards. The importance of understanding where products associated with your application(s) are defined is essential.
What is "Food"? What items are often included under Food Regulations? The term "Food" as defined in FD&C (Food, Drug and Cosmetic) Act Section 201(f) encompasses a variety of substances beyond the common food user's experience. The statutory definition includes: (1) Articles used for food or drink for man or other animals; (2) chewing gum; (3) and articles used for components of any such article. "Articles used for components" includes food when combined and processed to become other food, but also food additives and/or other substances that could migrate into food. Food, Animal/Pet Food, Food additives, Food processing aids, Food-contact items such as food packaging inks, food packaging and containers for food additives/processing aids all fall under the new FSMA guidelines, but an important question is what category do items fall under?
Intended Use: "Processing Aid" vs. "Food Additive". Some countries distinguish the regulatory requirements based upon these and other categories: Generally, the definitions have been -
 Processing Aid -
• A material used to process the food, but has no intentional technical effect on the food itself.
• Potentially trace levels of such process aids may remain in the food after the manufacturing process.
 Food Additive -
• A direct food ingredient, intentionally added to impart some effect on the food product itself.
• The level used corresponds to that required to obtain the desired technical effect. Some products can be classified as both a Processing Aid or a Food Additive only differentiated by the application point / purpose. For example, defoamers can be classified in either category. An example of a processing aid application is the use of defoamers in the sugar process or chip making process. The product is added to reduce foam generation in the process to allow the final product to be pumped, moved and produced in an efficient and repeatable manner. Residual defoamer may be present in the final product unintentionally, but it has no intentional effect on the performance, taste, texture, viscosity or other characteristics of the final product.
On the other hand, an example of a Food Additive defoamer application would be the packaging of a beverage product or molasses. The final product is being packaged on a high speed filler line into containers or into trucks, railcars or tanks and the foaming characteristic of the product minimizes the ability to transfer the product in an efficient manner. Application of a defoamer to the final product to minimize foaming characteristics actually modifies the final product via an intentional application with known residual -the defoamer would then be listed as a Food Additive if the final product becomes a direct consumable or part of a direct consumable (animal feed is included).
Not yet a requirement, but an important consideration and one that will eventually be asked or required, is what residual levels of processing aids in the final product exist. Although the processing aid residual is not there intentionally, the question remains if it is present at some level. As an added safeguard and proactive approach to minimizing liability, residual testing or quantification by your supplier of possible residual levels is an added safeguard for your Regulatory & Compliance file. Some of this type of testing has been conducted and more is being targeted, an example is outlined below:
 An experiment to validate/quantify "trace levels" in a potato processing aid application was performed by an independent laboratory. Protocol for the testing had to be developed as previous protocol for this type of testing is not available.
• Electrospray ionization mass spectroscopy (ESI-MS) was used as the quantifying measurement.
• Calibration curves generated with known quantities of the processing aid added to blank potato extract were developed to determine detection levels of the processing aid.
• Acetone extracts of unprocessed raw potatoes vs. processed French Fries were measured to determine potential levels of the processing aid.
• Graphical outputs were developed to approximate residual levels, if any, of the processing aid.
• Complete technical report was generated around the testing for reference.
ESI-MS Analysis of an extracted ion plot compares the area under the curve at a key frequency which corresponds to the processing aid component only to determine processing aid level.
Countries can regulate Processing Aids and Food Additives differently. It is important if you are exporting product (or your customer is exporting) to fully understand the destination country's rules associated with the category that your product is defined under -it could be different than the United States FDA definitions. Under the FMSA, the responsibility and liability associated with definitively determining if a product is correct, safe and not adulterated falls to the company purchasing and using the product. That is not to say that the company producing / manufacturing the raw material can not also be targeted for liability, but the first step for liability and prevention is the user. This is why it is important to know your supplier, trust your supplier and define how sustainable your supplier base is.
The FDA has been tightening their definitions and rules over the last 3 years leading to a complete overhaul of the programs under the FMSA. The guiding premise is the "Farm to Fork" approach to Food Safety which indicates "everything is linked from feed to animals to humans" and "guidelines impact everything that touches the food chain". An FDA letter sent to food/feed manufacturers, May 16, 2007, highlighting food/feed manufacturer's legal responsibilities
• Every ingredient used is safe for its intended use.
• Must take their own measures to ensure the safety of their products.
• Must ensure only safe products are put on the market.
The Food Protection Plan -issued November 2007 -outlined steps associated with Prevention (increase Corporate Responsibility, ID vulnerabilities and risk and mitigation measures), Intervention (risk based sampling, inspection & surveillance) and Response (enhance reporting and recall procedure). There were also legislative proposals to enhance the powers of FDA which has taken the form of the FMSA.
Following 
